IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

I N RE: DI ET DRUGS ( PHENTERM NE/ )
FENFLURAM NE/ DEXFENFLURAM NE) ) MDL NO 1203
PRODUCTS LI ABI LI TY LI TI GATI ON )
)
THI S DOCUMENT RELATES TO )
)
SHEI LA BROWN, et al . )
) ClVIL ACTI ON NO 99-20593
v. )
)
AVERI CAN HOVE PRODUCTS ) 2:16 MD 1203
CORPORATI ON )
MEMORANDUM AND PRETRI AL ORDER NO
Bartle, C. J. April 12, 2007

Audrey Deborer a/k/a Audrey DeBoer! ("Ms. Deborer" or
"claimant™) is a class nenber seeking benefits fromthe AHP
Settlement Trust ("Trust"), which was established under the D et
Drug Nationwi de O ass Action Settlenment Agreenent with Weth?
("Settlenment Agreenent"). Based on the record developed in the

show cause process, we nust determ ne whether claimant has

1. The Trust refers to claimant as "Audrey Deborer,"™ which is

al so how claimant's nane appears on the Order to show cause. On
the Pink Form submtted to the Trust by claimant's counsel,
claimant's nane al so appears as "Audrey Deborer.”™ The correct
spelling of claimant's nane, however, is "Audrey DeBoer," as
reflected by claimant's signature on her Green and Pink Fornms and
on her Attorney & Client Contract.

2. Prior to March 11, 2002, Weth was known as Anerican Hone
Product s Cor porati on.



denonstrated a reasonabl e nedi cal basis to support her claimfor
Matri x Conpensation Benefits ("Matrix Benefits").?

To seek Matrix Benefits, a claimant nust first submt a
conpleted G een Formto the Trust. The G een Form consists of
three parts. Part | of the G een Formis to be conpleted by the
claimant or the claimant's representative. Part Il is to be
conpleted by the claimant's attesting physician, who nust answer
a series of questions concerning the claimnt's nedical condition
that correlate to the Matrix criteria set forth in the Settl enment
Agreenent. Finally, Part Ill is to be conpleted by the
claimant's attorney if he or she is represented. To obtain
Matrix Benefits, a claimant nust establish that there is a
reasonabl e nedical basis for his or her claimunder the criteria
set forth in the Settlenent Agreenent. Accordingly, a claimnt

may not recover benefits if the attesting physician's readi ng of

3. Matrix Benefits are paid according to two benefit matrices
(Matrix "A" and Matrix "B"), which generally classify claimnts
for conpensation purposes based upon the severity of their

medi cal conditions, their ages when they are diagnosed, and the
presence of other nedical conditions that al so may have caused or
contributed to a claimant's val vul ar heart disease ("VHD'). See
Settlenment Agreenent 88 IV.B.2.b. & I1V.B.2.d.(1)-(2). Matrix A1
descri bes the conpensation available to Diet Drug Recipients with
serious VHD who took the drugs for 61 days or |onger and who did
not have any of the alternative causes of VHD that nade the B
matrices applicable. In contrast, Matrix B-1 outlines the
conpensation available to Diet Drug Recipients with serious VHD
who were registered as having only mld mtral regurgitation by
the cl ose of the Screening Period, or who took the drugs for 60
days or less, or who had factors that would nmake it difficult for
themto prove that their VHD was caused solely by the use of

t hese di et drugs.
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t he echocardi ogram and thus his or her acconpanyi ng G een Form
answers, have no reasonabl e nedical basis.

In April 2000, clainmant submtted a conpleted G een
Formto the Trust signed by her attesting physician Ranon
Castell o, MD. Based on an echocardi ogram dated June 2, 1998,
Dr. Castello attested in Part Il of her Green Formthat she
suffered fromnoderate mtral regurgitation and a reduced
ejection fraction in the range of 50%to 60% Based on such
findings, claimant would be entitled to Matrix A-1, Level |
benefits in the amount of $426, 912.

In the report of claimant's echocardi ogram Harvey
Fei genbaum M D., the readi ng cardiol ogist, stated that clai mant
had "[mild to [nloderate [n]itral [r]egurgitation.” Under the
definition set forth in the Settlenent Agreenent, noderate or
greater mtral regurgitation is present where the Regurgitant Jet
Area ("RJA") in any apical viewis equal to or greater than 20%
of the Left Atrial Area ("LAA"). See Settlenment Agreenent
8§ 1.22. The report did not indicate claimant's | evel of ejection
fraction. An ejection fraction is considered reduced for
purposes of a mtral valve claimif it is neasured as |ess than
or equal to 60% See id. at 8 I1V.B.2.¢c.(2)(b).

In March 2001, prior to the Trust's notifying clai mant
that her claimwas selected for audit,* the Trust forwarded Ms.

Deborer's claimfor review by Judy Hung, MD., one of its

4. The Trust did not notify Ms. Deborer that her claimwas
selected for audit until April 2001.
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auditing cardiologists. In audit, Dr. Hung concl uded that
claimant's ejection fraction was greater than 60% In July 2001,
the Trust forwarded Ms. Deborer's claimfor review by Keith B
Churchwell, MD., also one of its auditing cardiologists.® In
audit, Dr. Churchwell concluded that there was no reasonabl e
nmedi cal basis for Dr. Castello's finding that claimant had a
reduced ejection fraction. Dr. Churchwell determ ned that
claimant's ejection fraction was "at |east 65% or greater,
aggressive, dynamc LV." Neither Dr. Hung nor Dr. Churchwell was
asked to review claimant's | evel of mtral regurgitation
al t hough both independently found it to be noderate.®

Based on Dr. Churchwel|l's diagnosis of a nornal
ejection fraction, the Trust issued a post-audit determ nation
denying Ms. Deborer's claim Pursuant to the Polices and
Procedures for Audit and Disposition of Matrix Conpensation
Clainms in Audit ("Audit Polices and Procedures”), claimnt

contested this adverse determ nation and requested that the claim

5. It is not clear why the Trust forwarded Ms. Deborer's claim
to two different auditing cardiologists. |In its Show Cause
subm ssions, the Trust only refers to the audit conducted by Dr.
Churchwel | . The Trust, however, forwarded claimnt the results
of both audits.

6. Under the Settlement Agreenent, a claimant is entitled to
Level 1l benefits for danage to the mtral valve if he or she is
di agnosed with noderate or severe mtral regurgitation and one of
five conplicating factors delineated in the Settlenent Agreenent.
See Settlement Agreenent 8 IV.B.2.c.(2)(b). As the Trust did not
contest the attesting physician's finding of noderate mtral
regurgitation, the only issue is whether claimnt has a reduced
ej ection fraction, which is one of the conplicating factors
needed to qualify for a level Il claim
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proceed to the show cause process established in the Settl enment
Agreenent. See Settlenent Agreenment 8 VI.E. 7; Pretrial Oder
("PTO') No. 2457, Audit Policies and Procedures 8 VI.’” The Trust
then applied to the court for issuance of an Order to show cause
why Ms. Deborer's claimshould be paid. On Novenber 26, 2002, we
i ssued an Order to show cause and referred the matter to the
Speci al Master for further proceedings. See PTO No. 2656
(Nov. 26, 2002).

Once the matter was referred to the Special Master, the
Trust submitted its statement of the case and supporting
documentation. Claimant then served a response upon the Special
Master. The Trust submitted a reply on March 18, 2003. Under
the Audit Policies and Procedures, it is within the Speci al
Master's discretion to appoint a Technical Advisor to review
clainms after the Trust and claimant have had the opportunity to

devel op the Show Cause Record.?® ee Audit Policies and

7. Cainms placed into audit on or before Decenber 1, 2002 are
governed by the Audit Policies and Procedures, as approved in PTO
No. 2457 (May 31, 2002). dCains placed into audit after

Decenber 1, 2002 are governed by the Rules for the Audit of

Mat ri x Conpensation C ains, as approved in PTO No. 2807 (Mar. 26
2003). There is no dispute that the Audit Policies and
Procedures contained in PTO No. 2457 apply to Ms. Deborer's

claim

8. A "[Technical] [Aldvisor's role is to act as a soundi ng board
for the judge-helping the jurist to educate hinself in the jargon
and theory disclosed by the testinony and to think through the
technical problems.” Reilly v. US., 863 F.2d 149, 158 (1st Cr
1988). In cases, such as here, where there are conflicting
expert opinions, a court may seek the assistance of the Technical
Advi sor to reconcile such opinions. The use of a Technical
(continued. . .)
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Procedures § VI.J. The Special Master assigned Technical
Advisor, Gary J. Vigilante, M.D., F.A.C.C., to review the
documents submitted by the Trust and claimant, and prepare a
report for the court. The Show Cause Record and Technical
Advisor's Report are now before the court for final
determination. Id. at § VI.O.

The issue presented for resolution of this claimis
whet her cl ai mant has nmet her burden in proving that there is a
reasonabl e nedi cal basis for the attesting physician's finding
that she had a reduced ejection fraction. See id. at § VI.D.
Utimately, if we determne that there was no reasonabl e nedi ca
basis for the answer in claimant's G een Formthat is at issue,
we nmust confirmthe Trust's final determ nation and may grant
such other relief as deened appropriate. See id. at 8§ VI.Q If,
on the other hand, we determ ne that there was a reasonable
medi cal basis, we nust enter an Order directing the Trust to pay
the claimin accordance with the Settlenent Agreenent. See id.

In support of her claim M. Deborer submtted a
verified, supplenental opinion fromDr. Castello, who confirnmed
his previous finding that claimnt had a reduced ejection
fraction. He further explained that:

It is inportant to note that upon a cursory

review of the tape in question, even a

trai ned cardiol ogi st could m stakenly
conclude that the ejection fraction is

8. (...continued)
Advi sor to "reconcil[e] the testinony of at |east two outstanding
experts who take opposite positions” is proper. See id.
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greater than 60% It is ny opinion to a

reasonabl e degree of nedical probability that

the potential for such an excessively high

msinterpretation is that the parasterna

views and particularly the long axis views,

are out of alignnent or "off axis" in this

particular study. This is a well-recognized

pitfall in the assessnent of ejection

fraction with these studies and is due to

m salignnment in certain views due to the

heart's novenent or the alignnent of the

transducer by the cardi ac sonographer.

A careful review of the Claimant's |ong axis

and short axis views utilizing the beats that

were not "off axis" clearly shows that the

ejection fraction of this particular study is

50- 55%

Cl ai mant argues that the auditing cardiol ogi st
m sinterpreted her ejection fraction by relying on the
parasternal views, which were "off axis.” Cainmant al so argues
that her attesting physician has reviewed her echocardi ogram on
nunmer ous occasi ons, and, each tine, he has concluded that her
ej ection fraction was between 50% and 55% C ai mant further
asserts that her attesting physician reviewed the tape in the
presence of two other qualified cardiologists, both of whom
concurred with his finding of a reduced ejection fraction.?®
Finally, Ms. Deborer argues that, according to nedi cal
literature, the "standard error of measurenent™ for an ejection
fraction is "+/- 5%" Thus, claimnt contends that an ejection
fraction nmeasured as 65% coul d reasonably be read as being | ess

than or equal to 60% which neets the definition of a reduced

9. In support of her claim however, claimant submtted only an
opinion fromDr. Castello.
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ejection fraction for a mtral valve claimunder the Settlenent
Agr eenent .

In response, the Trust disputes claimant's assertion
that Dr. Churchwell's finding of an ejection fraction of 65% was
a result of relying on "off axis" parasternal views. Conversely,
the Trust argues that Dr. Churchwell evaluated claimant's
ejection fraction in nultiple views of her echocardi ogram
including the apical views. The Trust also asserts that the
standard for review in the show cause process is whether there is
a reasonabl e nedical basis for the claim not which party can
coll ect nore opinions. The Trust further contends that Dr.
Castell 0's suppl enental opinion did nothing nore than confirmhis
initial finding, which Dr. Churchwell previously found to have no
reasonabl e nedi cal basis.

Dr. Vigilante reviewed cl ai mant's echocardi ogram and
concl uded that there was no reasonabl e nedical basis for the
attesting physician's finding of a reduced ejection fraction
because her echocardi ogram denonstrated a normal ejection
fraction. In particular, Dr. Vigilante found that:

The left ventricle was evaluated in the

parasternal |long axis view, parasternal short

axis view, apical four chanber view, and

api cal two chanber view. Endocardi al

definition was well identified. There was

vi gorous and normal contraction of al

segnents of the left ventricle. Evaluation

of the apical four chanber view denonstrated

a left ventricular ejection fraction of 65%

This was noted on three cardiac cycles in the
api cal four chanber view.

* k% %
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It would not be possible for a reasonabl e

echocar di ographer to concl ude that the

ejection fraction in this study was in the

range of 50%to 60%

In response to the Techni cal Advisor Report, claimant
argues that neither the auditing cardiologist nor the Technical
Advi sor considered the "universally-accepted deviation or
standard of error of neasurenent” of five percentage points for
an ejection fraction. Cainmant argues that, as Drs. Churchwell
and Vigilante concluded that her ejection fraction was 65% there
is a reasonabl e nedical basis for her claim Finally, claimnt
contends, w thout any support, that Dr. Vigilante sinply made a
"bol d and basel ess” assertion that there was no reasonabl e
medi cal basis for her attesting physician's finding of a reduced
ej ection fraction.

After reviewing the entire Show Cause Record before us,
we find claimant's argunments without nerit. First, we disagree

with claimant that Dr. Vigilante' s conclusion was a "bold and

basel ess assertion."! To the contrary, Dr. Vigilante provided a

10. daimant also argues that the Technical Advisor failed to
address her contention that the parasternal views are "off axis,"
t hus nmaki ng her ejection fraction appear |arger. W disagree.
The Techni cal Advisor Report reflects that Dr. Vigilante
specifically acknow edged this argunent, but still found no
reasonabl e nedi cal basis for the attesting physician's finding of
a reduced ejection fraction. Further, the Technical Advisor
Report also reflects that Dr. Vigilante reviewed clainmant's
entire Show Cause Record.

11. According to claimnt, the Technical Advisor's conclusion

denonstrates "his own |ack of credibility and questionabl e

conpetence in this matter." As noted above, the Techni cal
(continued. . .)
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detail ed anal ysis in support of his conclusion that there was no
reasonabl e nedi cal basis for the attesting physician's finding of
a reduced ejection fraction. Dr. Vigilante thoroughly reviewed
cl ai mant' s echocardi ogram and determ ned that her ejection
fraction was 65% "on three cardiac cycles in the apical four
chanmber view " C ainmnt does not refute or address Dr.
Vigilante's specific finding as to her level of ejection
fraction. On this basis alone, claimant has failed to establish
a reasonabl e nedi cal basis for her attesting physician' s finding
of a reduced ejection fraction.

| nst ead, claimant argues that there should be an
automatic five percentage point "standard of error” in the
measurenent of an ejection fraction in determ ning whether there
is a reasonabl e nedical basis for an attesting physician's
finding regarding a claimant's ejection fraction. W reject this
argunment. Any "standard of error” in the measurenent of an
ejection fraction is enconpassed in the reasonabl e nedical basis
standard applicable to clains under the Settlenment Agreenent. In
this instance, the attesting physician's finding of a reduced

ej ection fraction cannot be nedically reasonabl e where the

11. (... conti nued)

Advi sor's detailed findings and concl usions reveal the exact
opposite. Further, the unquestioned qualifications of the
court's Technical Advisors, including Dr. Vigilante, were
establ i shed previously when we approved the appoi ntnment of the
Techni cal Advisors, w thout any objections despite notice and an
opportunity for objections to be raised. See PTO No. 3212

(Jan. 14, 2002).
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audi ti ng cardi ol ogi st and Techni cal Advi sor concl uded t hat
cl ai mant' s echocardi ogram denonstrates an ejection fraction of
65% To concl ude otherwi se would allow a claimant with an
ejection fraction of 65%to recover Matrix Benefits. This result
woul d render neani ngl ess the standards established in the
Settl enent Agreenent. ?

For the foregoing reasons, we conclude that clainant
has not nmet her burden in proving that there is a reasonabl e
medi cal basis for finding that she had an ejection fraction in
the range of 50%to 60% Therefore, we wll affirmthe Trust's

denial of Ms. Deborer's claimfor Matrix Benefits.

12. This is particularly true in the context of M. Deborer's

cl ai mwhere the Techni cal Advisor specifically concluded that
"[1]t would not be possible for a reasonabl e echocardi ographer to
conclude that the ejection fraction in this study was in the
range of 50%to 60%"
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AND NOW this 12th day of April, 2007, for the reasons
set forth in the acconpanyi ng Menorandum it is hereby ORDERED
that the final post-audit determ nation of the AHP Settl enent
Trust is AFFIRMED and that the Level 1 Matrix claimsubmtted by
cl ai mant, Audrey Deborer a/k/a Audrey DeBoer, is DEN ED.

BY THE COURT:

[s/ Harvey Bartle III

C J.



